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DETAILED ACTION 

Claims 4, 21-26, 38, 40-48, 76-82 are pending in the case. 

Claims 1-3, 5-20, 27-37, 49-53, 55-57, 64-66, 69-75 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Applicant timely traversed the 
restriction (election) requirement in the reply filed on 10/30/09. 

Any rejection of record in the previous action not addressed in this office action is 
withdrawn. 

The following are new rejections, some not necessitated by applicant's 
amendments: 

Claim Objections 

Claim 25 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. The claim 25 recites 
embodiments that are not encompassed by the subject matter on which the claim 
indirectly depends, ie. claim 4, which recites a 2 urn plasmid family. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 22, 23, 25, 26, 38, 40-48, 76-79, 81, 82 rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claims 22, 23, are vague and indefinite in the recitation of "a chaperone 
encoded by the plasmid is an essential gene". There is no recitation of "a chaperone" 
encoded on the plasmid in amended claim 4. Since claim 4 recites that PDI is encoded 
by the plasmid, it is not clear if claims 22 and 23 intend the PDI in their recitation of "a 
chaperone". Since this term is broader than the specific chaperone PDI, the dependent 
claim would have a broader scope than the claim on which it depends, which is 
improper. 

Claim 38 (and by dependence claims 40-48) is vague and indefinite in the 
recitation of "a host cell of a parent cell" since it is not clear what is intended by this 
phrase. Claim 38 is additionally vague and indefinite in the recitation of "the 
recombinant gene encoding PDI is on a plasmid and/or the recombinant gene encoding 
PDI is chromosomally integrated..." [emphasis added] since it is unclear how the gene 
(singular) could be both on a plasmid and be chromosomally integrated. 

Claim 40, 44, 48, 80are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
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the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. See MPEP § 2173.05(c). Note the explanation given by the Board 
of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031 , 2033 (Bd. Pat. 
App. & Inter. 1989), as to where broad language is followed by "such as" and then 
narrow language. The Board stated that this can render a claim indefinite by raising a 
question or doubt as to whether the feature introduced by such language is (a) merely 
exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 1 31 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte 
Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claims 44 and 48 
recites the broad recitation "at the locus of an endogenously encoded PDI gene", and 
the claim also recites "preferably without disrupting the expression of the endogenous 
PDI gene" which is the narrower statement of the range/limitation. Claims 40 and 80 
recites the broad recitation "the transferrin family" and also recites "e.g. lactoferrin" 
which is the narrower statement of the range/limitation. It is noted that a statement of 
preferences should appear in the specification, not the claims. In the claims, 
statements of examples and preferences lead to confusion regarding scope. 

Claim 25, 26, is vague and indefinite in the recitation of "the plasmid is based 
on..." since it is not clear what is intended to be encompassed by this phrase. For 
instance, would a plasmid comprising a single nucleotide from one of the recited named 
plasmid constitute a plasmid "based on" said named plasmid? 
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Claims 38, 40-48, 76-82 are vague and indefinite in the recitation of "transferrin- 
based protein" since it is not clear what is intended to be encompassed by this phrase. 
For instance, would a protein comprising a single amino acid from transferrin be a 
"transferrin-based protein"? 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 81 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claim is drawn to a host cell which 
comprises recombinant genes encoding a PDI and a transferrin-based protein, wherein 
the gene encoding the transferrin-based protein is chromosomally integrated. Since the 
"recombinant" genes may be identical to the native genes, the claim does not 
sufficiently distinguish over cells that exist naturally because the claims do not 
particularly point out any non-naturally occurring differences between the claimed 
products and the naturally occurring products. In the absence of the hand of man, the 
naturally occurring products are considered non-statutory subject matter. See Diamond 
v. Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980). The addition of terms such as 
"isolated" or "purified" would be remedial. See MPEP 2105. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 38, 40, 43, 45, 47, 81, are rejected under 35 U.S.C. 102(b) as being 
anticipated by Shusta et al. (Nature Biotechnol. 16, 773-777 (1998) (cited by 
applicants). 

It is noted preliminarily that the term "transferrin-based protein" or "a variant or 
fragment thereof or a fusion protein comprising transferrin, a variant or fragment 
thereof encompasses virtually any protein. Shusta et al. disclose a host cell 
comprising a recombinant gene encoding PDI which is chromosomally integrated such 
that the level of PDI production is increased, and a copy of a gene encoding a 
transferrin-based protein or variant of transferrin, which is disclosed to be either 
chromosomally integrated or on a plasmid (see page 773, second col. second 
paragraph). 



Claims 4, 21 , are allowed. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANCY VOGEL whose telephone number is (571 )272- 
0780. The examiner can normally be reached on 7:00 - 3:30, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571) 272-0951 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/NANCY VOGEL/ 

Primary Examiner, Art Unit 1636 

NV 

10/24/10 



